EXHIBIT B 



Civamide Cream 

Phase II study {#1103-5651-01) This Phase 0. trial was a double-blind randomized, vehicle-controlled, parallel- 
uj i i ter st u ' , <i, i *i J efficaev 1 1 i 1 

0.01% and Civandde ream ».0?5 ;ubjec vitb iom dan< p " fhritis of the knee. There were 

^ 3 sites that enrolled ; k ta! oi 78 subjects, males and female-. 30 to 85 years < + ige w Ith if >ng-standing painful 
osteoarthritic pain in the I rget Km v a < was self -ad e topically fou times daily for 2 weeks. 

The primary efficacy variables were the Visual Analogue Scale (VAS) for 0A ?am Severity, the Tenderness 
Assessment ( iss rani f motion), the Physician's Global Evaluation, and Che Subject's Global 

Evaluation fixe ss c cy variables were the VAS Se^ 1 v ith Sleep, the 

Timed SO Foot Walk, and the Daily Activity Assessment. The safety and tolerance variables were Application 
Site Assessments, serum chemistry, hematology, urinalysis, Musculoskeletal Examination, and Adverse 
Experience reporting. ., 

A statistically significant overall effect was observed among treatment groups in the VAS for OA Pain Severity at 
Day 8 a:d at Day 14 (p<l 5 ^ .al \ sig i tcant pauwue differs tees between < - ups were not 
v 1 i k power; however, sub > vamidt < 

the greatest response in pain relief. The Daily Activity Assessment measuring comfort level in performing daily 
activities showec or - dficant overall effect for treatment at Days 8 and 15 (p-0.020 and p=0.00S),, 

respectively). A statistically significant increase in comfort level (p<0.0! ?) was noted at Day 8 for Civamide 
Cream, 0.075%, vs Civamide Cream, 0.01%, and at day 14 when comparing Civamide, 0.075%, to the low dose 
and to vehicle cream. Although not sfatistk 1 i ects treated with Civamide Cream, 0.075%, 

showed greater improvement in pain frequency and/or intensity measured via PGE and SGE as compared to 
subjects treated with Civamide Cream, 0.01%, or vehicle. Civamide Cream 0.01% did not produce any 
statistically significant effects as compared to vehicle in the VAS for OA Pain Severity, the PGE and the SGE. In 
ces existed among treatment groups in the Tenderness Assessment, the 
foi Severity oi Pain s 1 ite ferenee wit! 

Analysis by age group indicated that. Civamide Cream. 0.075%-treated subjects aged 65 years and older exhibited 
statistically significant reductions in OA pain as measured via VAS by Day 14 (p= :: 0.029). These subjects were 
also evaluated as having less intense and/or frequent pasn at Day 8 as shown in the PGE (p-0.034) and Day 14 as 
-ho* tik.Md p ss ' . 1 s . v w O v pam for periods, 

as long as 2-4 months after completing the study. 

Application site reaction, the most frequently reported adverse experience was reported by 84 subjects 
i'0.075%^51; 0.05 %~2S; veh~8). No serious and unexpected adverse experiences were considered attributable to 
study drug treatment. 

Phase If study (#1103-5651-03) This Phase H trial was a double-blind, randomized, vehicle-controlled, parallel- 
group, muhicenter study conducted to evaluate the safety and efficacy of Civamide Cream, 0.075%, in subjects 
with osteoarthritis of the - l'uWK.Ssk that enrolled .15 subjects V > ie t least 40 year 

of age with primary or post-traumatic osteoarthritis of the Target Knee. Study medication consisted of Civamide 
Cream 0.075% and a vehicle cream not containing civamide. Study drug was self-administered topically four 
times daily for 4 weeks. 

The primary efficacy variables were the VAS for OA Pain Severity, the Physician's Global Evaluation, the 
Subject's Global Evaluation, and the Tenderness. Assessment The secondary efficacy variable was the Daily 
Activity Assessment, The primary safety variable was Adverse Experience reporting. 



Statistically significant effects in favor of Civamide Cream 0.075% were sees at Da> 28 for all four primary 
: tivw>!<hvs \ -i mce-fv* u ,u iuS iv i ^" *v rv 'u.i - \ \-> o \ ^am ^ mntrcd to a 

1 t i ci< > 1 li 1 ' * 1 - - < T i - 1 

treatments was first observed at Day 21, with Civamide Cream 0.075%-treated subjects showing a 53.5% 

klU ior v ^ i , >ee* > >° r ,. ! a. u T a 1 c t r>e tec •, h ^ , p ) f " s n le c ea i 
0 07'%-trec^ > ' cs kJj "ar^e km.es' antn i vv.bick rr aVJ ou >te*T<rm w 

Day 1 4 i p~- 0 > v i< ! i area {age of Civamide Cream 0.075%-treated 

subjects >eK evaluated ^ - p, >\„j u bo the PCF and SGE ot Civamide -treated in eet vs 7^° t f 

whi^e-feat 1 up**, or toe <L Si o J wni , k o v hi v r*aLu s D -1 H 

SGE) ' ! aese results were stati . ! > sigr ificast in favoi ot Civamide Cream 0 075%-freated subjects on Daj 2S 

*ih ,t fht FCC - ' and fit b ir-d 'H i 

Onset of action was defined as the visit at which a 30% or more change from baseline in VAS scores was first 
observed, \* >v ( amid< i sul cts expe enced lean ereea chan om baseline f 
ihucfm onv. o a y > < iiisiu ^ Ho > ed . >x. r > w " > ^ m ^ -tit ^ < in 
patients reported continued relief of OA pain for as long as 4 months following discontinuance of study 
medication. 

Application site reaction was the most commonly reported adverse experience; the majority of these reports 
i° vwie mid { vJe a.te in nature A transient bunting sensation, generally at the application site, was the 
most frequentb e; rice ap ication site reactor No systemic advene . , . , . ^ ■ >k ered attributable. 



